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@ High efficiency tissue stimulating and signal sensing electrode. 



@ A pacing lead (20) having a porous electrode 
of platinum-indium with recessed areas of 
grooves (62) formed in the surface. The grooves 
(62) allow for acute electrode stabilisation as a 
result of clot formation and endocardial tissue 
capture during insertion and immediate im- 
mobilisation upon implant. At least one layer of 
porous coating of 20 to 200 v.m diameter spheri- 
cal particles (70) is deposited on the surface of 
the base electrode (36) to obtain a porous 
macrostructure form promoting chronic tissue 
ingrowth. Additionally, a microstructure surface 
coating is applied to increase the active surface 
area and enhance electrical efficiency by lower- 
ing electrochemical polarisation and increasing 
electrical capacitance. 
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This invention relates generally to an implantable 
pacing lead and more specifically to a pacing lead 
having a high efficiency tissue stimulating and signal 
sensing porous electrode for use with a cardiac pace- 
maker and a method for making the porous electrode. 

For a cardiac pacemaker, implant lifetime is de- 
termined by the energy delivered per pulse. The pa- 
cemaker will have a longer life if the energy delivered 
per pulse is maintained at a minimum. Alternatively, 
the energy can also be used to provide for more fea- 
tures in the pacemaker. The design of an implantable 
pacing lead which is used with the pacemaker is in- 
fluenced by the optimum signal for pacing stimula- 
tion. Physiologically, a cardiac pacemaker must be 
capable of generating a signal with a sufficient mag- 
nitude to depolarize the excitable cells of the endo- 
cardium. The electrode size, material, surface nature, 
and shape; the body tissue or electrolyte conductivity; 
and the distance separating the electrode and the ex- 
citable tissue, combine to determine the energy re- 
quired of the pacemaker. Accordingly, the main fac- 
tors to be considered with regard to the design of im- 
plantable pacing lead's electrode are: the size, sur- 
face nature, material and shape; the fixation of the 
electrode to the tissue; and the endocardial tissue re- 
action. 

In selecting a pacemaker, the current drain, and 
therefore the implant lifetime, is determined by the 
impedance to pacing pulses. The pacemaker lead's 
electrode must be capable of delivering a pacing 
pulse with a pulse width generally in the range of 
0.01-2.0 milliseconds and 0.5 to 10.0 volts to the tis- 
sue, and to also sense and transmit a QRS signal aris- 
ing in the atria and ventricles of the heart to the pa- 
cemaker circuitry. Generally, the electrode-electro- 
lyte system impedance is higher for sensing than for 
pacing. Pacing leads for pacing and sensing in the at- 
rium, which can exhibit different stimulation and depo- 
larization parameters than the ventricle, are also re- 
quired. 

The electrode-endocardial tissue system impe- 
dance characteristics may be understood in terms of 
an interface component and a spreading resistance 
component The interface component occurs within a 
few microns of the surface of the electrode. The 
spreading resistance component depends predomi- 
nantly on the tissue resistivity. Generally, the former 
reflects the charge transfer characteristics of the 
electrode-tissue interface influenced mostly by the 
surface area and material of the electrode, and the 
latter reflects the overall size and shape of the elec- 
trode; the surface nature of electrode; and the resis- 
tivity of the tissue. 

The current drain of a pacemaker is determined 
by the impedance of the pacemaker circuitry, the na- 
ture of the electrode lead resistance, and the charac- 
teristics of the electrode tip interface with the electro- 
lyte system. For a given pacemaker circuit and elec- 



trode lead design, the current drain is well defined. 
Thus, the nature of the electrode-endocardial tissue 
interface determines the overall current require- 
ments of the system. 

5 As an additional design factor, the most signifi- 

cant frequency of the pacing pulse is of the order of 
1 KHz. At this frequency, the interface impedance is 
small and most of the impedance to the pacing pulses 
is due to the bulk or spreading impedance. This is de- 

10 termined by the shape and size of the electrode tip 
and is generally inversely related to the radius of the 
electrode tip. 

The most-sigrTif leant frequency components of a 
signal to be sensed, i.e., the ventricular QRS, are in 

15 the bandwidth of 20-100 Hz. In this region, the inter- 
face impedance of the sensed signal becomes the 
most significant The interface impedance is deter- 
mined in large part by the microsurface area of the 
electrode tip and develops within a few microns of the 

20 surface. As described herein, the microsurface area 
of a porous electrode tip is the wettabie surface, area 
which includes all of the exposed and interstitial por- 
osity surfaces of the electrode tip. 

As a final design consideration, it has been deter- 

25 mined that the pacing or stimulation threshold is a re- 
flection of the electrical energy required for a pulse to 
initiate a cardiac depolarization. The stimulation 
threshold typically rises for a period of a few weeks 
after the implant of a cardiac pacemaker generally as 

30 a result of an increase in the spacing between the 
electrode and the excitable tissue. The increase oc- 
curs due to the development of a fibrous capsule 
around the electrode tip. The thickness of the fibrous 
capsule is generally dependent upon the mechanical 

35 characteristics of the distal end of the lead (i.e.. stiff 
or flexible); the geometry of the electrode tip; and the 
microstructure of the electrode tip, such as a porous 
electrode surface and the electrode material itself. In 
this regard, the environment of the endocardium 

40 must be considered. Specifically, the constant beat- 
ing of the heart can cause the electrode to pound and 
rub against the endocardium, causing irritation and a 
significant subsequent inflammatory response, 
which ultimately results in healing, and the deveiop- 

45 ment of a f ibrotic tissue capsule about the electrode 
tip. Also, a rough surface microstructure or one with 
sharp protrusions for the electrode will tend to be 
abrasive or traumatic on the abutting heart cells, also 
causing irritation, which also tends to cause the de- 

so velopment of a thicker f ibrotic capsule. 

In view of the above characteristics of an elec- 
trode and its impiantology issues for a cardiac pace- 
maker, it is clear that an electrode tip with a small geo- 
metric surface area (resulting in higher pacing impe- 

55 dance) will have a low current drain. However, in order 
to enhance sensing, the same electrode tip should 
have a large microsurface area and be of such a ma- 
terial to result in a low polarization and high capaci- 
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tance which, in turn, results in a low sensing impe- 
dance and improved sensing. A cardiac pacemaker 
electrode tip that is constructed to be porous is there- 
fore preferred in order to best satisfy these require- 
ments. 

In a pacemaker electrode, minimal tissue reaction 
is desired around the tip, but firm intimate attachment 
of the electrode to the tissue is essential to minimize 
any electrode movement relative to the abutting tis- 
sue. A porous electrode tip with macro tissue entrap- 
ping structure allows rapid fibrous tissue growth into 
a hollow area or cavities in the electrode tip to facili- 
tate and enhance attachment of the electrode to the 
heart. A reduced lead dislodgement rate is also ex- 
pected as a result of such tissue ingrowth. A further 
aspect of importance is selection of porosity size, 
which must be such as to accommodate economical 
construction techniques, overall dimensional toler- 
ances, and tissue response constraints. 

According to the invention, there is provided an 
implantable lead for use with a cardiac pacemaker 
comprising an electrical conductor having an outer in- 
sulating sheath, an electrical connector coupled to 
the proximal end of the conductor and an electrode 
coupled to the distal end of the conductor, character- 
ised in that the electrode has an electrode tip macro- 
structure geometry defining at least two plateau sec- 
tions separated and the recessed groove section in- 
cluding surfaces having affixed thereto at least one 
layer of generally spheroidal conductive particles 
coated with a layer of nonmetallic material. 

Preferably, the conductive particles have diame- 
ters ranging from 10 to 200 urn, and are configured in 
at least one layer on the electrode surfaces to provide 
interstitial porosity for tissue ingrowth. Suitable mate- 
rials include platinum, titanium, palladium, platinum ir- 
idium and carbon. 

It may be that the electrode tip includes two re- 
cessed areas configured to intersect one another 
thereby defining a cross shape; or includes at least 
two parallel aligned recessed areas defining at least 
three generally aligned plateau areas, the corners of 
these plateau areas such defining an angle of at least 
sixty degrees, or includes at least two sets of multiple, 
parallel aligned, recessed areas, configured to have 
the multiple aligned recessed areas of the sets inter- 
secting one another. 

Preferably, the groove profile defined by a depth 
of between 0.1 and 1.0 millimetres, a width of be- 
tween about 0.2 and 1.5 millimetres, and each edge 
of the groove is optionally radiused with a radius of 
curvature of between about 0.001 and 0.5 millime- 
tres. 

Suitable non-metallic materials include titanium 
nitride, iridium oxide, titanium oxide, platinum oxide, 
palladium oxide or an activated form of carbon. Pre- 
ferably, the layer of non-metallic material has a sur- 
face morphology which results in a porosity of greater 



than about fifty percent. 

The invention also extends to a method of form- 
ing an implantable lead for use with a cardiac pace- 

5 maker which comprises covering an electrical con- 
ductor in an insulative sheath, coupling an electrical 
connector to the proximal end of the conductor and 
coupling an electrode to the distal end of conductor, 
characterised by: forming the electrode tip macro- 

io structure geometry to define at least two plateau sec- 
tions separated by at least one recessed groove sec- 
tion; affixing to the plateau sections and the recessed 
groove section a plurality of generally spherical con- 
ductive particles; and coating the particles with a lay- 

t5 er of non-metallic material preferably selected from ti- 
tanium nitride, palladium, platinum oxide, iridium ox- 
ide, and activated carbon. 

Preferably, the conductive particles are coated 
by vapour deposition, sintering, electroplating and 

20 electrode sputtering, preferably to a thickness of 20 to 
30 um. They may be affixed to the electrode distal tip 
by powder sintering, laser fusion, welding, injection 
moulding, or casting, and are preferably affixed in a 
series of successive steps in which a portion of the 

25 particles are affixed in each successive step. 

The pacing tip electrode of the preferred embodi- 
ment of the present invention is a five square millime- 
ter platinunviridium (90%/1 0%) porous electrode with 
recessed areas or slots in the shape of a cross formed 

30 into the surface. The grooves allow for acute elec- 
trode stabilization tissue ingrowth as a result of nat- 
urally occurring clot formation during insertion and 
helps result in immediate immobilization of the elec- 
trode upon implant A porous coating of 20-80 urn (mi- 

35 cron) diameter spherical platinum-iridium (90%/10%) 
particles are deposited on the surface of the base 
electrode to obtain a porous macrostructure for 
chronic tissue ingrowth and also for extending the ac- 
tive surface area. Preferably, the particles are depos- 

40 ited in a two-step process where the first layer of par- 
ticles is made up of 40 to 80 um spheroidal particles. 
The second layer is made up of 20 to 40 um spheroi- 
dal particles. The result is a clumping of the particles 
producing a uniformly textured surface with randorrv 

45 ized particle attachment. Chronic tissue ingrowth into 
this clumped, porous macrostructure enhances the 
electrode stabilization. 

The additional mirostructure surface coating is 
applied on these particles to increase the active sur- 

so face area and enhance electrical efficiency by lower- 
ing polarization and increasing electrical capacitance. 
The macrostructure is preferably created by sintering 
the platinum-iridium particles to the platinum-iridium 
electrode tip. The microstructure coating is preferably 

55 created by reactive sputtering of titanium nitride onto 
the platinum-iridium particles. 

In its broadest sense, the invention is considered 
to extend to an implantable pacing lead for use with 
a cardiac pacemaker comprising: an electrical con- 
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ductor having a proximal end and a distal end; an in- 
sulative sheath covering said conductor; an electrical 
connector affixed to said proximal end of said con- 
ductor; and an electrode assembly affixed to said dis- 5 
tal end of said conductor, said electrode assembly in- 
cluding a porous electrode distal tip having a polari- 
sation index PI which is less than 100 rnV/mm 2 - 

Preferably, the distal tip further comprises means 
for capturing blood cells during insertion of said elec- 10 
trode assembly into a human recipient, and for pro- 
moting clot formation and endocardial tissue capture 
thereof to aid fixation of said electrode distal tip to en- 
docardial tissue; means for providing interstitial por- 
osity and for increasing surface area of said electrode f 5 
distal tip; and coating means for enhancing the elec- 
trical characteristics of said electrode distal tip, for in- 
creasing the electrical capacitance, and for reducing 
electrochemical polarisation at the electrode- endo- 
cardial tissue interface during pacing use. 20 

Preferably, means for capturing blood cells and 
endocardial tissue and promoting clot formation and 
tissue ingrowth comprises: at least one recessed area 
traversing said electrode distal tip, said recessed area 
having a generally U-shaped profile defined by gen- 25 
eraiiy vertical walls and a base, said base of said re- 
cessed area having a transverse profile shape select- 
ed from the group consisting of semi-hemispherical, 
flat and concave. Preferably, the means for providing 
interstitial porosity and increasing surface area com- 30 
prises: a plurality of generally smooth surfaced 
spheroidal particles affixed to the surface of said 
electrode distal tip including said walls and base of 
said at least one recessed area. 

Preferably, the coating means comprises: a sur- 35 
face coating applied to the surfaces of said distal tip 
electrode and said spheroidal particles, thereon, said 
surface coating comprising a microscopically thin lay- 
er of a non-metallic materia] selected from the group 
consisting of titanium nitride, titanium oxide, carbon, 40 
iridium oxide, and platinum oxide, said surface coat- 
ing applied by a process selected from the group con- 
sisting of sintering, vapour deposition, electroplating 
and sputtering. 

The invention may be carried into practice in va- 45 
rious ways and some embodiments will now be de- 
scribed by way of example with reference to the ac- 
companying drawings, in which:- 

Figure 1 is a side view of a pacing lead according 
to the present invention; so 
Figure 2 is a cross-sectional view of the distal tip 
of the electrode of the lead shown in Figure 1; 
Figure 3 is an end view of the distal tip of the elec- 
trode of the lead shown in Figure 1 and; 
Figure 4 is an electron microscope photograph of 55 
the distal tip of Figure 3, magnified by a factor of 
50; 

Figure 5 is an electron microscope photograph of 
part of the distal tip of Figure 3, magnified a factor 



of 500; 

Figure 6 is an electron microscope photograph of 
part of the distal tip of Figure 3, magnified by a 
factor of 8000. 

Figure 7 is a graph of the pacing threshold per- 
formance of an electrode constructed according 
to the present invention; 
Figure 8 is a graph showing cardiac signal sens- 
ing for an electrode according to the present in- 
vention; 

Figure 9 is a cross-sectional view of an alterna- 
tive configuration for the distal tip of Figure 1; 
Figure 10 is an end viewlof an alternative tip con- 
figuration of Figure 9. 

Figure 11 is a cross-sectional view of a second al- 
ternative configuration for the distal tip of Figure 

1; 

Figure 1 2 is an end view of the alternative tip con- 
figuration of Figure 11; * 
Figure 13 is a cross-sectional view of a further al- 
ternative configuration for the distal tip; and 
Figures 14 and 15 schematically depict top and 
side views respectively of the microporous sur- 
face structure. 

Figure 1 is a side view of a pacing lead 20 accord- 
ing to the present invention. The lead 20 is provided 
with an elongate lead body 22 which includes electri- 
cal conductors (not shown) covered with an insulation 
sheath 24. The insulation sheath is preferably fabri- 
cated of silicone rubber, polyurethane or some other 
suitable biocompatible, biostable polymer. At the 
proximal end 26 of the pacing lead 20, there is a con- 
nector assembly 28, which is provided with sealing 
rings 30 and which carries at least one electrical con- 
nector pin 32, and may also carry an anode terminal 
ring electrical connector 33. The connector assembly 
28 is constructed using known techniques and is pre- 
ferably fabricated of silicone rubber, polyurethane or 
some other suitable polymer for insulating. The con- 
nector pin (or pins for bipolar or multipolar leads) 32 
and connector 33 are preferably fabricated of stain- 
less steel or some other suitable conductive material. 

At the distal end 34 of the pacing lead 20, there 
is an electrode assembly 36 which is discussed in 
more detail below. Immediately behind the distal end 
of the electrode assembly 36, there is a tine sheath 
38 which includes a plurality of individual flexible tines 
40. The tines 40 engage endocardial tissue and urge 
the electrode assembly 36 into contact with the en- 
docardium, in a direction parallel to the axis of the 
electrode assembly 36. The tines 40 are more fully de- 
scribed in U.S. Patent No. 3,902,501. A fixation or 
lead anchoring sleeve 42, slidably mounted around 
the lead body 22, serves to stabilise the pacing lead 
20 at the site of venous insertion by means of suture 
ties about the sleeve and underlying fascia. 

The electrode assembly 36 of Figure 1 is shown 
in greater cross-sectional detail in Figure 2. As illu- 
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strated, the electrode assembly 36 includes a con- 
ductive electrode 50 as well as the tine sheath 38 and 
the tines 40 thereof. The conductive electrode 50 is 
preferably a unitary construction including, at its prox- 
imal end, a cylindrical portion 52 defining an axial 
bore 54. A coil- wound conductor 56 of the lead body 
22 is inserted into the axial bore 54 and affixed in 
electrical contact thereto, for example, by mechanical 
crimping or welding. Proceeding toward the distal end 
of the conductive electrode 50, the conductive elec- 
trode 50 includes a neck area 58 having a reduced di- 
ameter from the cylinder 52 which provides a re- 
cessed area into which an interior extending ridge of 
the tine sheath 38 is inserted to provide positive en- 
gagement of the tine sheath 38 with the conductive 
electrode 50. Finally, the conductive electrode 50 ter- 
minates at an electrode distal tip 60. 

As shown in Figure 2, the electrode distal tip 60 
has a generally mushroom shape, such that the elec- 
trode distal tip 60 has a part hemispherical surface 
which is intended to provide electrical contact with the 
endocardial tissue. It should be appreciated that the 
electrode distal tip 60 may define a number of differ- 
ent profiles, from hemispherical to essentially planar 
with rounded edges. As shown in Figure 2 and more 
specifically in Figure 3, the electrode distal tip 60 in- 
cludes at least one and preferably two or more re- 
cessed areas or grooves 62. The grooves 62 define 
generally pie-shaped segments shown in Figure 3. 
These pie-shaped segments of the electrode distal tip 
60 will be generally referred to as the plateaux 64 in 
this specification, although it is recognised that the 
plateaux may be part hemispherical in shape, or may 
have other configurations. 

As discussed above the particular structure, i.e., 
the size, shape and porosity, of the electrode distal 
tip 60 is of particular importance to the functioning of 
the pacing lead 20, and the cardiac pacemaker sys- 
tem. The grooves 62 provide a means for capturing 
blood born cells during implant of the pacing lead. 
Specifically, the grooves 62 in the electrode distal tip 
60 as illustrated herein, provide a capture site for 
blood cells and elements therein, including platelets, 
thrombin, red blood cells, and other elements, and 
the initiation of the formation of blood clotting upon in- 
sertion of the electrode assembly 36 into the vein of 
the recipient. As the lead body 22 of the pacing lead 
20 is fed into the vein of the recipient, and the elec- 
trode assembly 36 proceeds to the heart, the plate- 
lets, thrombin, red blood cells, and other blood borne 
elements which are captured within the grooves 62 
begin to form a thrombosis or blood clot This blood 
clot, upon contact with the endocardial tissue, helps 
assist in affixing the electrode distal tip 60 to the en- 
docardial tissue, to provide immediate stabilisation of 
the electrode to endocardial tissue. The grooves 62 
also help to capture some amount of the soft, mould- 
able endocardial tissue to assist also in immediately 



stabilising the electrode tip. 

It is anticipated that the grooves 62, while rela- 
tively shallow, will capture enough platelets, red blood 

5 cells, and other elements and endocardial tissue dur- 
ing the passage from the venous insertion point to the 
endocardium of the heart, generally to fill a majority 
of the recessed area. Accordingly, for a lead's elec- 
trode distal tip 60 having a diameter of between one 

io and four millimeters, and a preferred diameter of two 
millimeters, and a preferred diameter of two millime- 
ters, the grooves 62 will have a depth in the range of 
between 0.1 and 0.5 millimeters and a width of be- 
tween about 0.2 and 1.0 millimeters; and preferably, 

is about 0.4 and 0.4 millimeters, respectively. Further, it 
is preferred that the edges of the grooves 62 be ra- 
diused in order to minimise tissue damages. 

The electrode distal tip 60 Is also treated to in- 
crease the porosity and active surface area, thereby 

20 enhancing the electrical efficiency by lowering the 
polarisation and increasing capacitance. This textur- 
ising treatment of the electrode distal tip 60 includes 
depositing generally spherical shaped small particles 
on the surface of the electrode distal tip 60, including 

25 all the surfaces defining the grooves 62 as well as the 
plateaux 64. These generally spherical particles 70 
are illustrated in the electron microscope photograph 
views shown in Figures 4 and 5 in greater detail. 
Preferably, the conductive electrode 50 is made 

30 of a platinum-iridium composition. In the preferred 
embodiment, the platinum-iridium alloy has a compo- 
sition of 90% platinum, 10% iridium by weight The 
generally spherical particles 70 are preferably plati- 
num/iridium (90%/100%) particles having a generally 

35 smooth surfaced spheroidal shape. It should be rec- 
ognised however, that the electrode and the particles 
may be made of other suitable materials, such as ti- 
tanium. The diameters of the spherical particles 70 
should be in the range of between about 20 and 200 

40 urn (0.1mm to 0.20mm), and preferably be in the 
range of between 20 and 80 um (0.02mm to 0.08mm). 
Additionally, it is preferred that the spherical particles 
have a distribution of sizes spanning this range. Pref- 
erentially, two coatings of the spheroidal particles are 

45 applied to the base electrode. The first coating is pre- 
ferred to be of particles in the range of 40-80 um and 
the second coating 20-40 um. 

Upon affixation to the electrode distal tip 60, the 
generally spheroidal particles 70 will create a plurality 

so of pore sites and interstitial porosity for chronic in- 
growth of tissue. Preferably, the affixation of the 
spheroidal particles 70 having the preferred sizes 
and distribution of size, the interstitial porosity de- 
fined by the multiple layers of spheroidal particles 70 

55 will have passageway dimensions which allow the 
passage of red blood cells (typically having a six um 
(0.006mm) diameter) and other blood borne ele- 
ments. By allowing the migration of red blood cells 
and other blood carried substances through the inter- 
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stitial porosity, the events resulting in chronic tissue 
ingrowth are initiated. 

The spheroidal particles 70 preferably have a 
generally smooth surface in order to minimise the 5 
amount of irritation of the endocardial tissue caused 
by the electrode distal is 60 during the continuous 
beating of the heart. In addition to providing interstitial 
porosity for tissue ingrowth, the affixation of the 
spherical particles 70 also substantially increases the w 
true surface areas of the electrode distal tip 60. Gen- 
erally, by use of these spheroidal particles 70, the 
true surface area of the electrode distal tip 60 is in- 
creased by as much as a factor of five to twenty times. 

Following affixation of the spherical particles 70 15 
to the electrode distal tip 60, the electrode distal tip 
60 an the particles 70 are treated with a surface coat- 
ing means for increasing the active electrical surface 
area and enhancing the electrical efficiency by reduc- 
ing the degree of electrochemical polarisation and in- 20 
creasing the electrical capacitance of the electrode 
distal tip 60 during operation of the pacemaker sys- 
tem. Preferably, a nonmetallic material such as titani- 
um nitride is used as the surface coating, as shown 
in the electron microscope photograph of Figure 6. In 25 
the electron microscope photograph of Figure 6, a 
portion of the surface of the electrode distal tip 60 is 
enlarged by a factor of eight thousand. As may be ap- 
preciated from observing this photograph, the sur- 
face coating further increases the true surface area 30 
of the electrode distal tip 60 by a significant factor. 

In addition to increasing the true surface area, 
the surface coating substantially enhances the elec- 
trical characteristics of the electrode distal tip 60. The 
surface coating increases the electrode's electrical 35 
capacitance and lowers the polarisation developed at 
the electrode distal tip 60. It should also be noted that 
the surface coating on the spherical particles 70, 
while appearing to create relatively sharp edges 
thereon, does not result in irritation to the endocardial 40 
tissue because the relative size of the crystalline 
structure of the surface coating is substantially small- 
er than the heart's cells, the other cardiovascular tis- 
sue, and the blood elements which the coating will 
contact (i.e., red blood cells having an approximate di- 45 
ameter of six microns). 

The surface coating is deposited in a manner 
such that the thickness of the surface coating attach- 
ed to the spherical particles 70 is in a range of be- 
tween one to thirty u.m. While titanium nitride is the 50 
preferred surface coating material, other suitable 
nonmetallic coating materials, such as, for example, 
carbon, iridium oxide, and titanium oxide; and plati- 
num oxide may also be applied as the surface coating 
of the electrode distal tip 60 following affixation of the 55 
spherical particles 70. 

Figure 7 is a graph depicting the generalised pac- 
ing threshold performance of an electrode construct- 
ed according to the present invention. In Figure 7, the 



pacing threshold energy of microjoules is depicted on 
the Y-axis as a function of time, in weeks, along the 
X-axis, for two exemplary lead designs of the prior art 
and the lead 20 according to the present invention. In 
the graph, the average energy threshold is based 
upon voltage thresholds at various pulse durations 
and assumes pacing impedance remains generally 
constant As depicted, the increase in the average en- 
ergy requirement within the four to six weeks follow- 
ing implant is substantial for the pacing leads of the 
prior art. By comparison, the lead 20 of the present 
invention exhibits virtually no threshold increase, and 
remains relatively level at a lower average energy 
than either of the prior art leads. As may be appreci- 
ated, this will result in an increased threshold safety 
margin and/or a substantial increase in the useful life 
of the pacemaker system, given a fixed battery ca- 
pacity, since the required energy to stimulate the 
heart is low. 

Figure 8 graphically depicts the improved cardiac 
signal sensing capability of the electrode design of 
the present invention. In Figure 8 the cardiac signal 
amplitude in millivolts is depicted on the Y-axis as a 
function of time (in weeks) on the X-axis, for the lead 
of the present invention and a lead according to the 
prior art As depicted, the lead of the present inven- 
tion maintains a relatively uniform high level for the 
cardiac signal amplitude, as compared to the prior 
lead which has both a lower initial level and a reduc- 
tion over the course of the first two to three weeks. 
The primary difference reduced as a result of the sig- 
nificantly reduced polarisation of the lead of the pres- 
ent invention, as discussed in greater detail below. 

Figures 9 and 10 are a cross-sectional view and 
an end view of an alternative embodiment of the distal 
tip of an electrode 80 for the electrode assembly 36. 
The electrode distal tip 80 includes a plurality of gen- 
erally parallel grooves 82 defining therebetween gen- 
erally parallel strip plateaux sections 84. In the em- 
bodiment shown, three grooves 82 are illustrated; 
however, it should be understood that a limited num- 
ber of additional grooves may be incorporated. The 
number of the grooves 82 is limited by the size of the 
grooves appropriate for the capture of platelets, red 
blood cells, and other blood elements and tissue as 
described above, and the diameter of the electrode 
distal tip 80. In the preferred configuration, the diam- 
eter of the electrode distal tip 80 will be in the range 
of one to four millimeters. Preferably, the diameter of 
the electrode distal tip 80 is approximately two milli- 
meters. 

Figures 11 and 12 are a cross-sectional view and 
an end view respectively of a second alternative em- 
bodiment of an electrode distal tip 90 for the electrode 
assembly 36. This embodiment includes a plurality of 
intersecting grooves 92 which define therebetween 
generally square shaped plateaux 94. Alternatively 
the plateaux may be round in shape as shown by ref- 
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erence numerals 95. As above, the grooves 92 are di- 
mensioned so as to allow capture of platelets, red 
blood cells, and other blood elements during insertion 
of the lead 20 into the patient. In addition, as shown 
in Figure 11 , the grooves 92 are cut into the electrode 
distal tip 90 such that a base 96 of the grooves, when 
viewed in cross-section, defines a part hemispherical 
inner surface. Thus, in Figures 11 and 12, both the 
surfaces of the plateaux 94 and the base 96 of the 
grooves 92 define part hemispherical base surface 
configuration can also be incorporated into the de- 
signs illustrated in Figures 2 and 3, as well as in the 
design of Figures 9 and 10. 

An additional alternative design configuration 
which may be incorporated into any of the three em- 
bodiments shown in Figures 2 and 3, 9 and 10, or 11 
and 12, is shown in Figure 13. Here, the base of the 
grooves 102 is illustrated as either having a flat sur- 
face 1 04 or a concave inner surface 1 06. Thus, in any 
of the electrode distal tip configurations of the present 
invention, it is contemplated that the base of the 
groove or grooves may define a concave base sur- 
face, a flat base surface may define a concave base 
surface, a flat base surface or part spherical base 
surface profile. 

Additionally, white it has been illustrated in the 
figures that the walls 108 (Figure 13) defining the 
grooves of the embodiments have generally flat sur- 
faces which are parallel to the axis of the distal tip, it 
will be appreciated that the wails of the grooves may 
be generally angled with respect to the axis of the dis- 
tal tip. In addition, the corners at the base and the 
peaks of the grooves for any of the above described 
embodiments may be radiused to a radius of curva- 
ture of between about 0.001mm and 0.5mm, as op- 
posed to having sharp edges. The grooves of any of 
the above embodiments may be formed by any of the 
methods selected from the group including stamping, 
milling, moulding and electrochemical machining. The 
generally spherical particles 70 which are applied to 
the surfaces of the electrode distal tip 60 as dis- 
cussed above with respect to Figure 1 are also ap- 
plied to the alternative embodiments as is the titani- 
um nitride or alternative surface coating treatment. 
The spherical particles 70 are preferably attached to 
the surfaces of the electrode distal tip by a process 
such as sintering, laser fusion or welding, injection 
and moulding casting. 

Finally, the surface coating of titanium nitride or 
alternative material, is applied to the spherical partic- 
les 70 of the electrode distal tips 60 or any of the al- 
ternative embodiments by a process such as sintering 
in an appropriate environment, vapour deposition, 
electroplating and sputtering. 

The surface coating is illustrated in Figures 14 
and 15 which schematically depict top and side views 
respectively of the microporous surface structure. 
Figure 14 illustrates the generally pyramid-like shape 



of t h e microporous coating . I n Figure 1 5, a side or pro- 
file view of the microporous surface coating illus- 
trates the triangular peaks of the coating, and more 

5 importantly the areas between the peaks of the coat- 
ing which provide high surface porosity. With the 
foregoing construction, incorporating the micropor- 
ous surface coating, the surface porosity or micro- 
porosity is in excess of fifty percent (50%), and pre- 

10 ferably in the range of between sixty-five percent 
(65%) and seventy percent (70%). 

A pacing lead having an electrode tip configured 
in accordance with the foregoing detailed description 
exhibits superior pacing performance. The primary 

15 reason for the superior performance is the reduction 
in polarisation proximate the electrode tip. The "polar- 
isation voltage" for a pacing lead is herein defined to 
be the voltage differential developed between the 
leading edge and the trailing edge of a reference elec- 

20 trical impulse. The reference electrical impulse is a 1 0 
mA(milliampere). one millisecond, square wave, con- 
stant current pulse from a pulse generator. The polar- 
isation voltage (Pv) for a particular pacing lead is de- 
termined by subtracting the leading edge voltage 

25 (V1), from the trailing edge voltage (V2) of the refer- 
ence electrical impulse (Pv = V2 - V1). During meas- 
urement of the polarisation voltage, the electrode is 
immersed in a 0.15 molar sodium chloride (NaCI) sol- 
ution, at a pH of 7, and temperature of 37°C. 

30 As may be appreciated by those skilled in the art, 

the polarisation voltage measured according to the 
above test will be influenced substantially by the size, 
shape, material, and surface nature of the electrode 
distal tip for a given pacing lead. Thus, for an eiec- 

35 trode distal tip having a particular profile, and made 
of a particular material having a particular surface na- 
ture, the polarisation voltages will be different for a 
3mm 2 tip and a 5mm 2 tip. Conversely, two pacing 
leads having 5mm 2 electrode tips will have character- 

40 ising polarisation voltages which will depend on their 
particular profile, construction, material and surface 
nature. Generally the pacing lead electrode which has 
a lower polarisation voltage for any given electrode 
design, or more simply the circumferential area, 

45 (cross-sectional area for a non-round tip) will be the 
more desirable pacing lead. 

Accordingly, to further characterise pacing lead 
electrodes and more particularly the pacing lead of 
the present invention, a "polarisation index" (PI) is 

so herein defined. The polarisation index is the polarisa- 
tion voltage Pv divided by the circumferential area CA 
(or cross-sectional area) of the electrode at its widest 
diameter. Thus, for a semi-spherical electrode having 
a diameter "d," the circumferential area CA is equal to 

55 k (d/2) 2 , and the polarisation index is given by the fol- 
lowing formula: 

PI = (V2 - V1)/ti(d/2) 2 orPI = Pv/CA 
The pacing leads of the present invention as dis- 
closed in detail above have a polarisation index PI 
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which is less than 100mV7mm 2 . More particularly, in 
the preferred embodiments, the pacing leads of the 
present invention have a polarisation index PI which 
is less than 50mV/mm 2 . A pacing lead having an elec- s 
trode tip which combines a surface morphology allow- 
ing tissue ingrowth and very low polarisation index 
levels is highly desirable in the field of implantable 
cardiac pacing leads. 

It should be evident from the foregoing descrip- 10 
tton that the present invention provides many advan- 
tages over pacing leads of the prior art. 



Claims is 

1. An implantable lead (20) for use with a cardiac 
pacemaker comprising an electrical conductor 
having an outer insulating sheath (24), an electri- 
cal connector (28) coupled to the proximal end of 20 
the conductor and an electrode (36) coupled to 

the distal end of the conductor, characterised in 
that the electrode (26) has an electrode tip (60) 
macrostructure geometry defining at least two 
plateau sections (64) separated and the re- 25 
cessed groove section (62) including surfaces 
having affixed thereto at least one layer of gen- 
erally spheroidal conductive particles (70) coated 
with a layer of nonmetallic material. 

30 

2. Alead as claimed in Claim 1, characterised in that 
the conductive particles (70) have diameters 
ranging from 10 to 200 um, and are configured in 
at least one layer on the electrode surfaces to 
provide interstitial porosity for tissue ingrowth. 35 

3. A lead as claimed in Claim 1 or Claim 2, charac- 
terised in that the conductive particles (70) are 
formed of platinum, titanium, palladium, plati- 
num-indium or carbon. 40 

4. A lead as claimed in any preceding Claim, char- 
acterised in that the conductive particles (70) are 
affixed by a powder sintering process which pre- 
ferably comprises a series of two to five steps, a 45 
proportion of the particles being affixed in suc- 
cessive steps. 

5. A lead as claimed in any preceding Claim, char- 
acterised in that the interstitial porosity areas be- 50 
tween the conductive particles (70) have a plur- 
ality of passage diameters greater than six um to 
allow the passage of blood cells. 

6. A lead as claimed in any preceding Claim, char- 55 
acterised in that the electrode tip includes two re- 
cessed areas (62) configured to intersect one an- 
other thereby defining a cross shape; or includes 

at least two parallel aligned recessed areas (82) 



defining at least three generally aligned plateau 
areas (84), the corners of these plateau areas 
such defining an angle of at least sixty degrees, 
or includes at least two sets of multiple, parallel 
aligned, recessed areas (92), configured to have 
the multiple aligned recessed areas of the sets in- 
tersecting one another. 

7. A lead as claimed in any preceding Claim, char- 
acterised in that the recessed groove section 
(62,82,92) has a profile defined by a depth of be- 
tween 0.1 and 1.0 millimetres, a width of between 
about 0.2 and 1.5 millimetres, and each-edge of 
the groove is optionally radiused with a radius of 
curvature of between about 0.001 and 0.5 milli- 
metres. 

8. A lead as claimed in any preceding Claim, char- 
acterised in that the non-metallic material is tita- 
nium nitride, iridium oxide, titanium oxide, plati- 
num oxide, palladium oxide or an activated form 
of carbon. 

9. A lead as claimed in any preceding Claim, char- 
acterised in that the layer of non-metallic material 
has a surface morphology which results in a por- 
osity of greater than about fifty percent. 

10. A lead as claimed in any preceding Claim, char- 
acterised in that the electrode (36) has a distal tip 
and a polarisation index PI which is less than 
100mV/mm 2 and preferably less than 
50mv7mm 2 . 

11. A method of forming an implantable lead (20) for 
use with a cardiac pacemaker which comprises 
covering an electrical conductor in an insulath/e 
sheath (24), coupling an electrical connector (28) 
to the proximal end of the conductor and coupling 
an electrode (36) to the distal end of conductor, 
characterised by: forming the electrode tip (60) 
macrostructure geometry to define at least two 
plateau sections (64) separated by at least one 
recessed groove section (62); affixing to the pla- 
teau sections (64) and the recessed groove sec- 
tion (62) a plurality of generally spherical conduc- 
tive particles (70); and coating the particles (70) 
with a layer of non-metallic material preferably 
selected from titanium nitride, palladium, plati- 
num oxide, iridium oxide, and activated carbon. 

12. A method as claimed in Claim 11. characterised 
in that the conductive particles (70) are coated by 
vapour deposition, sintering, electroplating and 
electrode sputtering, preferably to a thickness of 
20 to 30 um. 

13. A method as claimed in Claim 11 or Claim 12, 
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characterised in that the conductive particles 
(70) are affixed to the electrode distal tip (60) by 
powder sintering, laser fusion, welding, injection 
moulding, or casting. 5 

14. A method as claimed in any of Claims 11 to 13. 
characterised in that the conductive particles 
(70) are affixed in a series of successive steps in 
which a portion of the particles are affixed in 10 
each successive step. 



T5 



20 



25 



30 



35 



40 



45 



50 



55 



10 



EP 0 573 275 A2 



2 
O 



Ul 

i 



CO 
LJ 
OC 
CL 



< 

o 
cr 

0- 



O «rt O tfi O tf) 

lO CM CM — — 

(snoAniN) 
aanindiMv ivnois oviauvo 




EP 0 573 275 A2 




EP 0 573 275 A2 




13 



EP 0 573 275 A2 




14 



